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Nha nhap khau:

Chi dinh, cach ding, chéng chi dinh,
cac thdng tin khac: xin doc t& hwéng

din sir dung thuéc kém theo
Bao quan: Noi kho mat, tranh anh sang,
nhiét 4o dwei 30°C
Poc k?hmdin siF dung tnrée khi dang
De xa tam tay tré em
e T sl
e ST T e
= s“eﬁ.‘ mﬂs:“ﬁ rﬁs\&\* & *. " 5‘;" s
i 5 Ja
ﬁ‘;“amlct\*e S 5: et 0@\;“,\\%‘&,\5@
WE TR gt aphE"
j—?q'\ ;&“;. % swﬁ.\:wmm _ksLt;‘ni{‘i & »
) ik
9‘2‘3; W e S
x\ 5 5\:@5@5 . ‘-\_'_{‘;gs‘!‘“" E8
5“,3«& S5 N e S B s
. SWR ST B o E9ES
5&0“ er R e o ST Eeid
el st ™ ™ e §80E
ﬁ“"“‘. WO ST P et




o232/ 40 8L

Vién nén DESLORATADINE 5mg
Sketixe

Thanh phin:

MGi vién nén bao film chira: Desloratadine Smg.

Td dwoge: Bot cellulose vi tinh thé (avicel-101), tinh bdt 1500, acid stearic, colloidal silica khan
(aerosil), bot cellulose vi tinh thé (avicel PH 102), crosscarmellose natri (primellose), hypromellose
(HPMC 15 Cps), titan dioxid, talc, propylen glycol, oxid sat (vang).

Hoda hoc:  8-chloro-6,11-dihydro-11-(4-piperdinylidene)-5 H -benzo[5,6]cyclohep-ta[l,2- b
|pyridine.

Phin loai dugrc ly: Thude khang histamin. _%}
-

Co ché tac dung:

Desloratadine la mdt khang histamin ba vong co tac dung kéo dai véi hoat tinh khang histamin chon
loc trén thu thé H1. V&i nong d6 2-3 ng/mL, desloratadine dd ¢ tuong tac dédng ké voi thu thé H1 &
ngudi. Trén vitro, desloratadine tic ché giai phong histamin té bao ¢ ngudi. Két qua nghién ctru phan
bé bang dong vi phong xa trén chudt chi ra ring desloratadine khong di qua hang rao mau nio.

Dwrge dong hoe:

Hiap thu: Sau khi udng lleu desloratadine 5 mg/ lan mdi ngay trong 10 _ngay ¢ nguoi tinh nguyén
khoé manh, thoi gian dat ndng d6 dinh (T max ) khoang 3 gio sau khi ung thudc, ndng do dinh (C
max) va dién tich dudi duong cong (AUC) lan luot 1a 4 ng/mL va 56,9 ng/gio/mL. Thic 4n hay
nudc hoa qua khdng anh huong dén sinh kha dung cta thubc.

Phan bo: Desloratadine va 3-hydroxydesloratadine gén két vai protein huyét tuong l1an luot 1a tir
82% dén 87% va tir 85% dén 89%. Su gin két véi protein huyét tuong cia desloratadine va 3-
hydroxydesloratadine khong thay déi & ngudi suy than.

Chuven hod: Desloratadine (mot chat chuyen hoa chinh cua loratadine) duoc chuyen hoa chu yéu
thanh 3-hydroxydesloratadine, mot chat chuyen hod ¢6 hoat tinh va sau dé chuyén thanh mot
glucuronidate. Cac enzym dam bao cho viéc hinh thanh 3-hydroxydesloratadine chua duoc xac dinh.
Thai trir: Thoi gian ban thai trung binh cua desloratadine la 27 gio. Cmax va AUC tang 1én khi lidu
don tang lén tir 5 dén 20 mg. Tang tich luy dat duoc sau khi udng thudc 14 ngay phu hop véi nua doi
ban thai va liéu ding thuong xuyén. Nghién cliu ¢ ngudi cho thay khoang 87% lidu ding
desloratadine duoc tim thdy trong nudc tiéu va phan dudi dang cac chat chuyén hoa. Nghién ciru
ciing cho thay Tmax va thoi gian ban thai cua 3-hydroxydesloratadine ciing tuong tu nhu
desloratadine.

Chi dinh:

Viém mii di tng: vién nén Desloratadine 5 mg duoc chi dinh diéu tri triéu ching viém mii di ung
theo muia hodc man tinh & bénh nhan tir 12 tudi tro 1én.

May day tu phat man tinh: Vién nén Desloratadine dugc chi dinh lam giam nhe cdc triéu ching
ngira, phat ban va pham vi phat ban & bénh nhén tir 12 tudi tr 1én bi may day tu phat man tinh.

Chfmg chi dinh: _
Chong chi dinh ding vién nén Desloratadine 5 mg cho bénh nhan man cam véi bat cir thanh phan
nao cua ché pham va vai desloratadine.



Tac dung khéng mong mudn cua thude:

Desloratadine dugc dung nap tdt. Desloratadine c6 thé gy ra mot s6 phan (ng phu nhu dau dau,
ngai ngu, mét moi, kho miéng, hoang hét, kho tha, nén nao, dau bung, khé chiu, hoa mat, nén, phan
ng qua man, nhip tim nhanh.

*Thong bdo cho bdc sy nhitmg tdc dung khong mong muon gap phai khi s dung thuéc.

Anh hwing cia thude den kha ning l4i xe va van hanh miy moc: Do thude ¢o thé giy dau dau,
ngai ngii, hoa mat nén can than trong khi lai xe va van hanh may moc sau khi dung thubce.

Than trong: Desloratadine st dung theo su chi dinh cua bac sy. Bénh nhan khong dugc tang lidu vi
¢6 thé dan dén budn ngu. Noi chung, nén than trong khi chi dinh liéu ding cho nguoi gia, nguoi suy
giam chirc nang gan, than, tim mach hoic cac bénh khac hoac khi két hop véi cac thudc khac.

Tinh an toan va hiéu qua cua Desloratadine v&i bénh nhan dudi 12 tudi van chua duoc thiét 1ap.

Twong tac thube: ol
Erythromycin: Erythromycin lam tang Cmax cta desloratadin lén 24% va AUC lén 14% khi udng
két hop

Ketoconazol: Ketoconazol lam tang Cmax cua desloratadin 1&n 45% va AUC |én 39% khi ubng két
hop.

Fluoxetine: Fluoxetine lam ting Cmax cua desloratadin lén 15% khi udng két hop

Cimetidin: Cimetidin lam ting Cmax cua desloratadin [&n 12% va AUC [én 19% khi uéng két hop.

Ding thudc cho phu ni ¢6 thai va cho con bu:

St dung cho phu nit ¢6 thai va cho con bi: chua ¢6 nghién ciru thich ddng va cé kiém soat & phu nir
¢6 thai vi vay, chi sir dung desloratadin khi that can thiét.

Ding thudc cho phu nit cho con bii:

Desloratadine cé thé tiét vao sira me, vi vdy nén ngirng st dung thude khi cho con b.

Liéu lwgng va cach dung:

Dung theo su chi dan cua bac sy diéu tri.

Nguoi 16n, tré em 12 tudi tré 1én: Liéu thong thuong 1a 5 mg (1 vién), dung lidu duy nhit trong
ngay.

Nguwoi I6n bi suy giam chirc ndng gan hodc than: Liéu khaoi dau 1a Smg/ngay va liéu cua nhiing
ngay tiép theo ty thudc vao tac dung duoc luc. Liéu khoi diu khong ap dung cho tré bj suy gan
hoac than vi chua c6 s6 liéu nghién cau.

Qua liéu: Trong truong hop qué liéu, can phai co nhitng bién phap diéu trj theo triéu ching. Tham
tach mau khong thai trir dugc Desloratadine va 3-hydroxydesloratadine.

Béao quan: Bao quan noi khé mat, tranh anh sang. Nhiét do dudi 30°C.
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Tu6i tho: 48 thang ké tir ngdy san xuat.
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*Khong dwoc ding thuoc quda han sit dung. \
* Thuoc nay chi dyoc ban theo don cua bdc sy. i ]
* Doc ky hieomg dan su dung truée khi diing, néu can thong tinin hoi'y-kién bdc sy. ) f
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Trinh bay: Hop 06 vi x 10 vién nén. {74 ' o
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